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DETAILED ACTION 
Claim Objections 

Claim 21 is objected to because of tine following informalities: claim 21 recites 
"configure to" wherein it appears to intend "configured to." Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 21 recites the limitation "the retainer." There is insufficient antecedent 
basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 6-12, 20-23, and 34-37 are rejected under 35 U.S.C. 102(b) as being 

anticipated by Tran et al. (US 2002/0151955). 

Regarding claims 1-4, 6-9, 34-37, Tran discloses an implantable medical 
endoprosthesis bumper 118 (Figures 2-7) having a retainer 120 configured to 
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interdigitate with a cell of an Implantable medical endoprosthesis to unidirectionally 
position the implantable medical endoprosthesis with respect to the bumper. The 
implantable medical endoprosthesis bumper 118 includes a bumper body, and the 
retainer 120 protrudes radially from the bumper body. The retainer 120 comprises a 
flap 120 that protrudes radially from the bumper body. The retainer 120 comprises a 
hook, a spike, or a barb. The retainer is capable of flexing to interdigitate with the cell or 
to disengage from the cell. (Figures 8a-8c, Paragraphs 7-1 1 ) The retainer 1 20 is 
configured to interdigitate with a cell of an implantable medical endoprosthesis to 
unidirectionally position the implantable medical endoprosthesis with respect to the 
bumper or to disengage from the cell. There is a catheter 108 and a sheath 1 14 at least 
partially surrounding the catheter 108, and the endoprosthesis 124 is disposed 
therebetween. (Figure 1) 

Regarding claims 10-12, Tran discloses a method of positioning an implantable 
medical endoprosthesis on a catheter (Figures 8a-8c), the method comprising: 
unidirectionally positioning the implantable medical endoprosthesis 124 with respect to 
the catheter 108 without reducing a diameter of the implantable medical endoprosthesis 
124. As seen in the steps illustrated in Figures 8a-8c, the endoprosthesis 124 is 
positioned without recuding the diameter of said endoprosthesis 124. The catheter 108 
comprises a bumper 118 including a retainer 120 configured to interdigitate with a cell of 
the implantable medical endoprosthesis. The catheter 108 comprises a catheter body 
108, 1 18 including a retainer 120 configured to interdigitate with a cell of the implantable 
medical endoprosthesis. 
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Regarding claims 20-23, Iran discloses a method of positioning an implantable 
medical endoprosthesis on a catheter (Figures 8a-8c), the method comprising: moving 
the implantable medical endoprosthesis 124 in a longitudinal direction of the catheter 
108 to interdigitate a cell of the implantable medical endoprosthesis 124 with the 
catheter without reducing a diameter of the implantable medical endoprosthesis 124. 
The cell is the open center of the endoprosthesis124. Said cell is interlocked with the 
catheter 108. The catheter 108 comprises a bumper 118 including a retainer 120 
capable of interdigitating the cell of the implantable medical endoprosthesis. The 
bumper 1 1 8 includes a bumper body 118, and the retainer 1 20 protrudes radially from 
the bumper body 118. The catheter 108 comprises a catheter body 108, 1 18 including 
the retainer. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13-18, 24-26, 28-33, and 38-39 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Tran et al. (US 2002/0151955) in view of Gunderson et al. (US 



2002/0120321). 
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Regarding claims 13-18, 24-26, 28-33, and 38-39, Iran discloses all elements of 
said claims as previously discussed except that the stent has an open cell and the 
retainer is interdigitated with said open cell. Gunderson discloses a stent having a 
plurality of flexible open cells wherein protrusions 50 are interdigitated with said cells to 
retain the stent on the delivery apparatus. (Figure 5) It would have been obvious to 
one of ordinary skill in the art at the time of the invention to modify the apparatus of Iran 
by providing a stent with flexible open cells and having the retainer interdigitate with 
said cells in order to better retain the stent on the delivery apparatus as taught by 
Gunderson. Additionally, it would have been obvious to flex the cells upon 
interdigitating said cells with the retainer in order to provide a tight fit in order to better 
retain the stent. 

Regarding claim 18, the interdigitating step involves the retainer being expanded 
from a first radial size to a second radial size. (Figures 8a-8c) 

Regarding claim 28, the retainer is radially expanded. 

Regarding claim 29, the retainer comprises a shape memory material. (See 
Abstract) 

Regarding claim 30, Iran does not disclose that the retainer comprises a 
swellable material. The protrusions 50 of Gunderson are formed on the balloon and 
expand into the open cells to retain the stent. Said protrusions 50 comprise a swellable 
material. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the apparatus of Iran by having the retainer comprise a swellable 
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material in order to have the retainer expand into the open cells to retain the stent as 
taught by Gunderson. 

Regarding claim 31, the implantable medical endoprosthesis is disposed over the 
retainer prior to expanding the retainer. (Figures 8a-8c) 

Regarding claims 38 and 39, the modified apparatus comprises an implantable 
medical endoprosthesis having first and second ends along a longitudinal direction, and 
a plurality of cells including a partially open cell located at the first end, wherein the 
partially open cell is capable of flexing in a plane parallel to the longitudinal direction. 
The partially open cell is capable of interdigitating with a retainer of a stent bumper. 

Claims 5, 19, and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Iran et al. (US 2002/0151955) in view of Gunderson et al. (US 2002/0120321) as 
applied to claims 13-18, 24-26, 28-33, and 38-39 above and further in view of Deem et 
al. (US 6,231 ,597). 

Regarding claims 5, 19, and 27, Iran in view of Gunderson teach all elements of 
said claims as previously discussed except that the retainer comprises a wax and 
interdigitating a cell of the implantable medical endoprosthesis with the retainer 
comprises molding the wax to extend into the cell. Deem teaches that a low 
temperature biocompatible wax may be used to releasably retain a stent on a delivery 
apparatus. (Column 7, Lines 19-32) It would have been obvious to one of ordinary skill 
in the art at the time of the invention to further modify the apparatus of Iran by having 
the retainer comprise a wax in order to releasably retain the stent on the delivery 
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apparatus as taught by Deem. Since Gunderson teaches having the retainer extend 
into a cell of the stent, upon using the wax as adhesive to retain the stent on the retainer 
as taught by Deem, it would have been obvious to have the step of interdigitating said 
cell with the retainer comprise molding the wax to extend into the cell. 



Conciusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

• Hayashi; Reid (US 6280464): Prosthesis gripping system and method 

• Wright; Michael T. et al. (US 7264632): Controlled deployment delivery 
system 

• Mareiro, Wayne et al. (US 200301 14915): Stent security balloon/balloon 
catheter 

• Kusleika, Richard S. (US 20030176909): Everting stent and stent delivery 
system 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric Blatt whose telephone number is (571)272-9735. 
The examiner can normally be reached on Monday-Friday, 9:00 AM-6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Eric Blatt 
571-272-9735 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



